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Regulations and working practices designed to ensure
development and quality are kept to a very high standard
and are implemented in accordance with GAMP (IQ/
OQ/PQ) and enforced by the FDA and other regulatory
bodies. Those that apply to environmental monitoring
are addressed with MadgeTech Secure. 

For use with the precise and reliable MadgeTech data 
logging range, the MadgeTech Secure Software aids to 
help customers comply with 21 CFR Part 11 requirements.

The software ensures standards in which electronic fi les
are considered equivalent to paper records, saving time, 
and effort. MadgeTech Secure Software contains criteria
such as electronic signatures, access codes, secure data 
fi le, and an audit trail which meet the requirements of 21 
CFR Part 11 and helps provide data integrity.

MadgeTech Secure Data Logger Software
FDA 21 CFR Part 11 Compliant

Features & Benefi ts
of using MadgeTech
Secure Software
• Install, validate and operate
 one software program 
 universally

•  Compatible with all   
 MadgeTech products

•  Time and cost saving validation
  package, stands up to 
 interrogation from  auditors

• Data Security and audit trail  
 is automatic

•  Advanced user maintenance

•  Traceability with customizable
  audit trails and electronic  
 signatures

• Aids in compliance with   
 FDA 21 CFR Part 11/820  
 and GxP guidelines

A  Administrator Settings
B  Electronic Signatures
 C  Digital Calibration
D Data Summary/Statistics
E  Audit Trail View E  

Key

Basic Software Features
• Average line
• Lethality equations
•  Full time zone support
• Data annotation

• Data table view
• MKT (Mean Kinetic Temperature)
• Automatic report generation
• Summary view

• Multiple graph overlay
• Statistics calculations
• Digital calibration
• Zoom in/ zoom out
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